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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1,4-7, 11, 14, 18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bonner (US 6,185,464). 

3. Bonner discloses an apparatus for the placement of medical lead in the coronary 
sinus (Col. 2, line 18) that includes a flexible elongate tool with a lumen (e.g. Fig. 3, 
element 80), a flexible guide wire (e.g. element 50, Col. 12, line 26-37), and a 
straightening element, lead pusher, that is stiffer than the guide wire for advancing the 
lead (e.g. element 60, Col. 12, line 24). 

4. With regard to claim 5,11, and 1 8, Bonner inherently discloses the tool to have 
a predetermined stiffness greater than the wire, in that Bonner discloses the introducer 
catheter, 80, is introduced further to facilitate advancement through narrow and bending 
portions of vasculature. 

5. With regard to claim 6, Bonner discloses the introducer catheter being removed 
once reaching smaller internal vasculature, then the guide wire and pushing means 
advances the lead to its final placement (Col. 13, line 59-Col. 14, line 3). 
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6. Claims 1-3, 5, 7, 8, 9, 11, 12, and 13 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Bartig et al. (US 6,129,749). 

7. Bartig discloses a system for delivering a lead through the coronary sinus (Col. 2, 
line 57) including a flexible guide wire (e.g. Fig. 2, element 34), a flexible elongate tool 
(pacing lead tubular member element 12) with a lumen for the guide wire and a lumen 
for a straightening wire for advancing the lead assembly (e.g. Fig. 2, removable stylet 
element 44). 

8. With regard to claim 3 and 9, Bartig discloses that the straightening wire is stiffer 
than the guide wire and catheter in order to advance the lead if added stiffness is 
needed (Col. 3, line 43). 

9. With regard to claim 5 and 1 1 , Bartig's disclosed system inherently discloses that 
the tool have greater stiffness than the guide wire in that the size and proportional 
relationship of the lead system, tool, over the guide wire would need to have a greater 
stiffness in order to be advanced over the guide wire, other wise the tool lead assembly 
would exhibit a fold over effect. 

10. With regard to claim 7, Examiner considers the lead assembly to be a catheter 
system in light of the inner lumens. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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12. Claims 2-3, 8-9, 10, 12-13, 15, 16, 17, 19-20 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Bonner as applied above in view of Bartig as applied 
above. 

13. With regard to claims 2-3, 8-9, 12-13, 15, 16, 19-20 Bonner discloses the claimed 
invention except for teaching at least two lumens for accepting both the flexible guide 
wire and a straightening wire. Bartig teaches that it is known to use at least two lumens 
as set forth in Fig. 3 for providing the predictable results of insulation of the guide wire 
conductor and a simultaneous telescopic disposition that would prevent tangling and 
facilitate disposition. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the system as taught by Bonner with the use 
of at least two lumens for providing the predictable results of insulation of the guide wire 
conductor and a simultaneous telescopic disposition that would prevent tangling and 
facilitate disposition. 

14. With regard to claim 10 and 17, While Bonner discloses the claimed invention 
including the simultaneous insertion of the guide wire and straightening wire within a 
single lumen and not, the removal of the flexible guide wire to allow for insertion of the 
straightening wire, It would have been obvious to one having ordinary skill in the art to 
try the modification of the removal of the flexible guide wire to allow for insertion of the 
straightening wire since such a modification would provide the predictable result of 
decreasing implant size, which would improve overall biocompatibility, by not requiring a 
lumen and overall lead size large enough such that both the flexible wire and 
straightening wire are able to fit within the same lumen. 
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Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JOSEPH STOKLOSA whose telephone number is 
(571)272-1213. The examiner can normally be reached on Monday-Friday 7:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/George R Evanisko/ Joseph Stoklosa 

Primary Examiner, Art Unit 3762 Examiner 

Art Unit 3762 

3/20/2008 
/Joseph Stoklosa/ 



Examiner, Art Unit 3762 



